the Guide intervention), but it does not specify which of the time points (3/6 months or 12 months) will be used to define the primary outcome. This is important because "primary" should refer to both the measure AND the timepoint. The sample size has not been calculated on the basis of analysing two co-primary outcomes (i.e., it has not been calculated to analyse a given measure at two time points).
On the 3rd line of the Sample size calculation section the authors write "… the trial will be analysed on class level, controlling for school-and class-level clustering." The word "controlling" should be changed to "allowing" as the former could be taken to imply conventional regression adjustment for a confounder/prognostic variable.
On the 3rd line of the Sample size calculation section it is not completely clear what it means to analyse data "on class level" given that individual pupil level data will be analysed. I think it would be clearer to say that pupil level data will be analysed allowing for school-and class-level clustering.
I was able to replicate the authors sample size calculation that was based on recruiting 60 children from each of 45 schools in each trial arm. That sample size calculation is based on a design effect that assumes all 60 pupils that are recruited are followed up at 12 months (assuming that is the primary endpoint). Presumably there will be some loss to follow-up for pupils, but the anticipated size of this is not stated. I noted that the team will recruit an extra 3 schools in each trial arm but assumed (perhaps wrongly) that this is to compensate for the event of entire schools dropping out rather than for drop-out at the pupil level. The authors should clarify how the sample size accounts for drop-out at each of the school and pupils levels.
I thought the description of the analysis in the Analysis plan section ("… classes defining" the clusters and an orthogonal random effect for schools.") is potentially confusing. I would just write "… a mixed model will be used to analyse the data, specifying random effects at the school (cluster) and class levels".
Minor comments
In the Randomisation of schools section please state that schools (clusters) will be randomised in an equal allocation ratio (i.e., 1:1:1) and indicate how the name of the school will be concealed from the statistician that performs the randomisation (presumably by using school ID numbers that are only identifiable by some people in the study team?).
In the title, change "… Study Protocol for a Multi-school, Cluster Randomised …" to "… Study Protocol for a Multi-school, Parallel Group, Cluster Randomised …". Throughout, change "year 9" to "Year 9".
In the second line of the Design section in Methods and Analyses, change "… three-arm cluster randomised …" to "… three-arm parallel group cluster randomised …".
On the 5th line in the sample size section change "… data on class-level clustering was …" to "… data on class-level clustering were …".
When writing "R2" in the sample size section write it out in words.
In the Sample size calculation section the authors specify the Minimally Detectable Effect Size but, if possible, it would be useful to indicate the size of the change in the raw scale of the primary outcomes that is implied by an effect size of 0.2.
In the second line of the Analysis plan section change "… data is …" to "… data are…".
In the first line in Cost-effectiveness analysis section, add a colon after "change in". Please leave your comments for the authors below This is a comprehensive and well written study protocol describing an important study. I have two suggestions and one observation.
1. The interventions will not be known to most UK readers and a fuller description of their aims, structure and content would be helpful.
We thank the reviewer for this comment, we have now added some more detail about the interventions which should help UK readers 2. I would suggest reducing the extensive reliance on acronyms (the extensive use of acronyms makes the manuscript less accessible).
We thank the reviewer for this comment. We have now replaced the following acronyms with their full description: MHW, MHL, DfE, UCL, RCT, AFNCCF, KCTU. We hope this makes the manuscript more accessible. 3. Observation. Several universal preventative programs focused on mental health have reported some suggestion of an exacerbation of mental health symptoms. I don't know that we know why this might be, Thank you for flagging this possibility, we will be interested to see if this is the case with the current trial.
but my own hypothesis is that interventions designed for psychopathology may not be the best approach for a universal preventative programs.
I wish the study team well with this important study.
Reviewer: 2 Reviewer Name: Obioha Ukoumunne Institution and Country: NIHR CLAHRC South West Peninsula (PenCLAHRC), University of Exeter, UK Please state any competing interests or state 'None declared': None declared Please leave your comments for the authors below The protocol is generally well written and covers the key items from the SPIRIT guidance. I'm looking forward to the results from this trial. I have some addressable comments.
Major comments 1. The paper specifies one primary outcome measure for each intervention comparison (the depressive symptoms measure for the YAM intervention and the general help seeking measure for the Guide intervention), but it does not specify which of the time points (3/6 months or 12 months) will be used to define the primary outcome. This is important because "primary" should refer to both the measure AND the timepoint. The sample size has not been calculated on the basis of analysing two coprimary outcomes (i.e., it has not been calculated to analyse a given measure at two time points).
We thank the reviewer for pointing this out. We have implemented several changes to make this clearer:  On page 13/14 we added text clearly identifying 3-6 months post intervention as the primary endpoint.  On page 14 we added the phrase "for scores of the primary outcome" to make this point explicit in the sample size calculation.
2. On the 3rd line of the Sample size calculation section the authors write "… the trial will be analysed on class level, controlling for school-and class-level clustering." The word "controlling" should be changed to "allowing" as the former could be taken to imply conventional regression adjustment for a confounder/prognostic variable.
We thank the reviewer for this comment. We have now used the word allowing rather than controlling.
3. On the 3rd line of the Sample size calculation section it is not completely clear what it means to analyse data "on class level" given that individual pupil level data will be analysed. I think it would be clearer to say that pupil level data will be analysed allowing for school-and class-level clustering.
We thank the reviewer for this comment and have now amended this based on the reviewer's suggestions 4. I was able to replicate the authors sample size calculation that was based on recruiting
We thank the reviewer for pointing this out. We have added further information on our 60 children from each of 45 schools in each trial arm. That sample size calculation is based on a design effect that assumes all 60 pupils that are recruited are followed up at 12 months (assuming that is the primary endpoint). Presumably there will be some loss to follow-up for pupils, but the anticipated size of this is not stated. I noted that the team will recruit an extra 3 schools in each trial arm but assumed (perhaps wrongly) that this is to compensate for the event of entire schools dropping out rather than for drop-out at the pupil level. The authors should clarify how the sample size accounts for drop-out at each of the school and pupils levels.
evaluation of the impact of schools and pupils dropping out on page 14.
5. I thought the description of the analysis in the Analysis plan section ("… classes defining" the clusters and an orthogonal random effect for schools.") is potentially confusing. I would just write "… a mixed model will be used to analyse the data, specifying random effects at the school (cluster) and class levels".
We thank the reviewer for this comment and have now amended this based off the reviewer suggestion
Minor comments 6. In the Randomisation of schools section please state that schools (clusters) will be randomised in an equal allocation ratio (i.e., 1:1:1) and indicate how the name of the school will be concealed from the statistician that performs the randomisation (presumably by using school ID numbers that are only identifiable by some people in the study team?).
We thank the reviewer for this comment. We have now specified that schools (clusters) will be randomised in an equal allocation ratio (i.e., 1:1:1).
We have also specified that blinding will be maintained by providing those undertaking analysis with datasets with information such as unique school ID number ranging from 000-999.
7. In the title, change "… Study Protocol for a Multi-school, Cluster Randomised …" to "… Study Protocol for a Multi-school, Parallel Group, Cluster Randomised …".
We thank the reviewer for this comment. This has now been changed 8. Change "randomised control trial" to "randomised controlled trial" in: (a) the title; We thank the reviewer for this comment. This has now been changed where specified 9. Throughout, change "year 9" to "Year 9". We thank the reviewer for this comment. This has now been changed throughout.
